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The following is a quotation of the second paragraph of 35 U.S.C. 112: 

The specification shall conclude with one or more claims particularly pointing out and distinctly 
claiming the subject matter which the applicant regards as his invention. 



Claims 5-12 are rejected under 35 U.S.C. 112, second paragraph, as being 
indefinite for failing to particularly point out and distinctly claim the subject matter which 
applicant regards as the invention. 

The recited "the" in "the elastic modulus" in line 2 of claim 5, for example, lacks 
an antecedent basis. It also applies to claims 6-12. 



The nonstatutory double patenting rejection is based on a judicially created 
doctrine grounded in public policy (a policy reflected in the statute) so as to prevent the 
unjustified or improper timewise extension of the "right to exclude" granted by a patent 
and to prevent possible harassment by multiple assignees. See In re Goodman, 1 1 
F.3d 1046, 29 USPQ2d 2010 (Fed. Cir. 1993); In re Longi, 759 F.2d 887, 225 
USPQ 645 (Fed. Cir. 1985); In re Van Ornum, 686 F.2d 937, 214 USPQ 761 (CCPA 
1982); In re Vogel, 422 F.2d 438, 164 USPQ 619 (CCPA 1970);and, In re Thorington, 
418 F.2d 528, 163 USPQ 644 (CCPA 1969). 

A timely filed terminal disclaimer in compliance with 37 CFR 1 .321(c) may be 
used to overcome an actual or provisional rejection based on a nonstatutory double 
patenting ground provided the conflicting application or patent is shown to be commonly 
owned with this application. See 37 CFR 1 .130(b). 

Effective January 1 , 1994, a registered attorney or agent of record may sign a 
terminal disclaimer. A terminal disclaimer signed by the assignee must fully comply with 
37 CFR 3.73(b). 

Claims 1-16 are rejected under the judicially created doctrine of obviousness- 
type double patenting as being unpatentable over claims 1-17 of U.S. Patent No. 
6,514,291. Although the conflicting claims are not identical, they are not patentably 
distinct from each other because the copolymer forming an artificial dura mater of said 
patent encompasses the instant amorphous and low crystalline polymer as evidenced 
by the same elastic modulus claimed in the instant claim 8. 
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The following is a quotation of the appropriate paragraphs of 35 U.S.C. 102 that 
form the basis for the rejections under this section made in this Office action: 

A person shall be entitled to a patent unless - 

(b) the invention was patented or described in a printed publication in this or a foreign country or in public 
use or on sale in this country, more than one year prior to the date of application for patent in the United 
States. 

(e) the invention was described in (1 ) an application for patent, published under section 122(b), by 
another filed in the United States before the invention by the applicant for patent or (2) a patent 
granted on an application for patent by another filed in the United States before the invention by the 
applicant for patent, except that an international application filed under the treaty defined in section 
351 (a) shall have the effects for purposes of this subsection of an application filed in the United States 
only if the international application designated the United States and was published under Article 21(2) 
of such treaty in the English language. 

The following is a quotation of 35 U.S.C. 103(a) which forms the basis for all 
obviousness rejections set forth in this Office action: 

(a) A patent may not be obtained though the invention is not identically disclosed or described as set 
forth in section 102 of this title, if the differences between the subject matter sought to be patented and 
the prior art are such that the subject matter as a whole would have been obvious at the time the 
invention was made to a person having ordinary skill in the art to which said subject matter pertains. 
Patentability shall not be negatived by the manner in which the invention was made. 

Claims 1-16 are rejected under 35 U.S.C. 102(b) as anticipated by or, in the 
alternative, under 35 U.S.C. 1 03(a) as obvious over Taira et al (US 5,861 ,034). 

Taira et al teach an artificial dura mater comprising a sheet made of bioabsorable 
synthetic polymers formed from copolymers of lactic acid and e-caprolactone in abstract 
and examples. Said copolymers have a low modulus of elasticity as well as softness 
(col. 1, line 59-col. 2, line 3) which are inherent properties of an amorphous and low 
crystalline polymer. The use of a structural reinforcement is taught at col. 2, lines 19- 
28. The instantly recited physical properties are also inherent in an artificial dura mater 
of Taira et al since the same or similar polymer used in the instant invention is used. 
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The reinforcement component such as polyglycolic acid of Taira et al also meets the 
instant Tg. Thus, the instant invention lacks novelty. 

Claims 1-16 are rejected under 35 U.S.C. 103(a) as obvious over Taira et al (US 
5,861,034) and Williams et al (US 6,548,569). 

Williams et al teach that polyglycolic acid (PGA) of Taira et al has a Tg of 35 °C 
in table 1, col. 37 which supports the examiner's position in above rejection. 

Claims 1-16 are rejected under 35 U.S.C. 102(e) as anticipated by or, in the 
alternative, under 35 U.S.C. 103(a) as obvious over Yamauchi et al (US 6,514,291). 

Yamauchi et al teach the instant an artificial dura mater in examples and claims 
wherein the same or similar polymer used in the instant invention is used. Thus, the 
instant invention lacks novelty. 

Claims 1, 2 and 5-9 are rejected under 35 U.S.C. 102(e) as anticipated by or, in 
the alternative, under 35 U.S.C. 103(a) as obvious over Williams et al (US 6,548,569). 

Williams et al teach various biodegradable amorphous and low crystalline 
polymer polymers having the instant physical properties (inherently) in table 1 and their 
use such as a dura mater (col. 19, line 64). Thus, the instant invention lacks novelty. 

Claims 1-18 are rejected under 35 U.S.C. 103(a) as obvious over Taira et al (US 
5,861 ,034) or Yamauchi et al (US 6,51 4,291 ) in view of Rosen et al (US 4,364,1 26). 
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The instant invention further recites a non-biodegradable structural reinforcement 
over Taira et al and Yamauchi et al. However, the use of a non-biodegradable polymer 
such as polypropylene or polyethylene in medical fields is well known as taught by 
Rosen et al, col. 3, lines 14-22. 

It would have been obvious to one skilled in the art at the time of invention to 
utilize a non-biodegradable polymer such as polypropylene or polyethylene taught by 
Rosen et al in Taira et al or Yamauchi et al as a structural reinforcement since Taira et 
al and Yamauchi et al teach the use of a structural reinforcement and thus the use of 
the art well known non-biodegradable structural reinforcement would be a routine 
practice. 

Claims 1-16 and 19 are rejected under 35 U.S.C. 103(a) as obvious over Rosen 
et al (US 4,364, 1 26) in view of Taira et al (US 5,861 ,034) or Yamauchi et al (US 
6,514,291). 

Rosen et al teach the use of a non-biodegradable amorphous and low 
crystallinepolymer such as polyvinylchloride or polypropylene (since it is soft and 
flexible) with a dura meter layered at col. 3, lines 14-22. 

The instant invention further recites a biodegradable structural reinforcement 
over Rosen et al. However, Taira et al and Yamauchi et al teach a dura meter layered 
with a biodegradable structural reinforcement such as polyglycolic acid yarn in 
examples. 
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It would have been obvious to one skilled in the art at the time of invention to 
utilize a biodegradable structural reinforcement such as polyglycolic acid yarn of Taira 
et al and Yamauchi et al in Rosen et al as a dura meter in combination with a non- 
biodegradable amorphous and low crystalline polymer such as polyvinylchloride or 
polypropylene since Rosen et al teach the use of a non-biodegradable amorphous and 
low crystalline polymer such as polyvinylchloride or polypropylene since Taira et al and 
Yamauchi et al teach the use of a biodegradable structural reinforcement and since the 
use of a biodegradable and non-biodegradable amorphous and low crystalline polymer 
in medical fields is a routine practice. 

Claims 1-19 are rejected under 35 U.S.C. 103(a) as obvious over Williams et al 
(US 6,548,569) in view of Taira et al (US 5,861,034) or Yamauchi et al (US 6,514,291) 
and Rosen et al (US 4,364,126). 

The instant invention further recites a structural reinforcement over Williams et al. 
However, Williams et al teach that the PHAs (biodegradable amorphous and low 
crystalline polymer) can be combined with other polymers in any form at col. 28, lines 
42-53. 

Taira et al, Yamauchi et al and Rosen et al are discussed above. 

It would have been obvious to one skilled in the art at the time of invention to 
utilize a biodegradable structural reinforcement and non-biodegradable amorphous and 
low crystalline polymer or non-biodegradable amorphous and low crystalline polymer 
and a biodegradable structural reinforcement in making a dura meter taught by Williams 
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et al with teaching of Taira et al, Yamauchi et al and Rosen et al since the use of a 
biodegradable and non-biodegradable amorphous and low crystalline polymer as a 
structural reinforcement or a non- structural reinforcement in medical fields is a routine 
practice and since it is considered a design choice. 

Any inquiry concerning this communication or earlier communications from the 
examiner should be directed to Tae H Yoon whose telephone number is (571) 272- 
1 128. The examiner can normally be reached on Mon-Thu. 

If attempts to reach the examiner by telephone are unsuccessful, the examiner's 
supervisor, Vasu Jagannathan can be reached on (571) 272-11 19. The fax phone 
number for the organization where this application or proceeding is assigned is 703- 
872-9306. 

Information regarding the status of an application may be obtained from the 
Patent Application Information Retrieval (PAIR) system. Status information for 
published applications may be obtained from either Private PAIR or Public PAIR. 
Status information for unpublished applications is available through Private PAIR only. 
For more information about the PAIR system, see http://pair-direct.uspto.gov. Should 
you have questions on access to the Private PAIR system, contact the Electronic 
Business Center (EBC) at 866-217-9197 (toll-free). 




Tae H Yoon 
Primary Examiner 
Art Unit 1714 



THY/February 5, 2004 



